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AMANYUSIANIZYBIY insulin aspart mo iu/e mL + insulin degludec eo iuw/e mL
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solution for injection, e mL prefilled pen
insulin aspart mo iu/@ mL + insulin degludec eo iu/@ mL solution for
injection, en mL prefilled pen
& [ Y LY. . .
asazaeunAndell o ml Yssnaumediedifey insulin aspart mo iu wae
insulin degludec eo iu
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®. Identification test PsIIRURLTisEyanaiaend ity
. Assay
.e Content of Insulin aspart ene - s mmol/mL
b.lo Content of Insulin degludec o ~ @&e mmol/mL
. pH ®.00 - w.go
& High molecular weight proteins <sob %
&. Hydrophilic impurities <o %
o. Hydrophobic related substances <o %
¢l. BloisoAsp insulin aspart <®o %
. Desamido insulin aspart <o %
«. Insulin asp related impurities <o %
®o. Total Zinc oo - me.& pg/mL
®@®. Bacterial Endotoxin < @o IU/mL
olo. Sterility AsIRHuMTITEY
@m. Identity of Metacresol PSR ITISEY
oa. Identity of Phenol p3IRHumLTITEY
od. Metacresol 0.3 - o.ex mg/mL
@o. Phenol .06 — ®.5¢ mg/mL
el Particles > @o pm/container < 9,000
®x. Particles 2 b& pum/container < boo
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